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DETAILED ACTION 

Notice of Amendment 

1 . In response to the amendment filed on 02/28/2008, amended claim(s) 33, 40, 49, 
55, and 58 and canceled claim(s) 37 is/are acknowledged. The current rejections of the 
claim(s) 33, 34, 38-41 , 49-56, and 58-63 is/are withdrawn. The following new and 
reiterated grounds of rejection are set forth: 

Information Disclosure Statement 

2. The information disclosure statement(s) (IDS) submitted on 02/28/2008 is/are 
acknowledged. The submission is in compliance with the provisions of 37 CFR 1 .97 
and 1 .98. Accordingly, the examiner is considering the information disclosure 
statement(s). 

Claim Objections 

3. Claims 33 and 40 are objected to because of the following informalities: the 
positive recitation of "the skin in line 10 appears to lack antecedent basis and should 
apparently read "a skin". Appropriate correction is required. 

4. Claim 52 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. In claim 52 it is unclear 
how the limitation of "the sealing member is hydrophobic" further limits the limitation of 
claim 33 comprising "the sealing member has a surface that is hydrophobic". 

Claim Rejections - 35 USC § 102 
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5. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

6. Claims 33, 34, 38-41 , 49-56, and 58-63 are rejected under 35 U.S.C. 1 02(e) as 
being anticipated by Nishikawa et al. (US 6,315,738 B1, hereinafter Nishikawa). 

7. For claims 33 and 40, Nishikawa discloses a sampling system, comprising: 

• a test strip (32) configured for loading into a lancing device to analyze body fluid 
from an incision created by the lancing device (column 2 lines 57-63 and Abstract), 
wherein the test strip has a strip shape (as best seen in Figure 3), the test strip 
including 

o a test area (32) configured to analyze the body fluid (column 1 lines 5-14); 

o a sampling passageway (33) with an inlet opening (33a) that is remotely 
located from the test area (as best seen in Figures 4 and 12-23), the sampling 
passageway being sized and configured to draw the body fluid via capillary 
action (column 2 lines 26-31 , column 4 lines 4-1 0, and column 1 0 lines 20- 
25), the sampling passageway extending from the inlet opening to the test 
area (as best seen in Figures 4 and 12-23) for transporting the body fluid from 
the incision to the test area via capillary action (column 2 lines 26-31 , column 
4 lines 4-10, and column 10 lines 20-25); 

o a bottom surface (the bottom of test strip support 38) that faces the skin (200) 
when the test strip is received in the lancing device (as best seen in Figures 
21-23); 
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o a recessed surface (3a) extending between the inlet opening and the bottom 
surface to inhibit contact of the body fluid on the skin with the bottom surface 
of the test strip (as best seen in Figures 4 and 12-23), wherein the recessed 
surface tapers away from the inlet opening to the bottom surface (as best 
seen in Figure 4); and 

o a sealing member (34a, 34b, 34c, 34d) projecting outwardly from the bottom 
surface of the test strip proximal the inlet opening (as best seen in Figures 4 
and 12-23) and positioned to seal with the skin when the test strip is pressed 
against the skin to retain the body fluid at the inlet opening (column 1 2 lines 
6-39); 

• wherein the test strip with the sealing member is configured to be unloaded from the 
lancing device as a single disposable unit (column 2 lines 57-63 and Abstract), and 

• wherein the sealing member has a surface comprised of a hydrophobic material 
(column 11 lines 33-36) (the inherently hydrophobic polymers, including 
polypropylene, polyethylene, and polystyrene, positively recited in column 8 line 66 - 
column 9 line 7). 

8. For claims 34 and 41 , Nishikawa discloses a sampling system, wherein: the test 
strip includes an end edge (the end edge of test strip support 38) and the inlet opening 
is defined in the end edge (as best seen in Figures 4 and 12-23). 

9. For claim 38, Nishikawa discloses a sampling system, wherein the sealing 
member is capable of being deformed upon pressing against the skin. 
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10. For claim 39, Nishikawa discloses a sampling system, wherein the test strip has 

a recessed surface (3a) extending between the inlet opening and the bottom surface (as 
best seen in Figures 4 and 12-23). 

11. For claims 49 and 58, Nishikawa discloses a sampling system, wherein: the test 
strip includes a top surface positioned opposite the bottom surface (as best seen in 
Figures 4 and 12-23) and the test area includes an opening that is open at the top 
surface of the test strip to permit reflectance of light for optical analysis (93) (as best 
seen in Figures 21-23). 

12. For claims 50 and 59, Nishikawa discloses a sampling system, wherein: the test 
strip includes a top surface (the top of test strip support 38) positioned opposite the 
bottom surface (as best seen in Figures 4 and 12-23) and at least a portion of the top 
surface is comprised of a hydrophobic material to resist flow of the body fluid along the 
top surface (the inherently hydrophobic polymers, including polypropylene, 
polyethylene, and polystyrene, positively recited in column 8 line 66 - column 9 line 7). 

13. For claims 51 and 60, Nishikawa discloses a sampling system, wherein at least a 
portion of the bottom surface (the bottom of test strip support 38) is comprised of a 
hydrophobic material (the inherently hydrophobic polymers, including polypropylene, 
polyethylene, and polystyrene, positively recited in column 8 line 66 - column 9 line 7). 

14. For claims 52 and 61 , Nishikawa discloses a sampling system, wherein the 
sealing member is comprised of a hydrophobic material (column 1 1 lines 33-36) (the 
inherently hydrophobic polymers, including polypropylene, polyethylene, and 
polystyrene, positively recited in column 8 line 66 - column 9 line 7). 
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15. For claims 53 and 62, Nishikawa discloses a sampling system, wherein the 
recessed surface extends at an obtuse angle from the bottom surface to the inlet 
opening (as best seen in Figure 20). 

16. For claims 54 and 63, Nishikawa discloses a sampling system, wherein the 
obtuse angle is from about 100 degrees to about 150 degrees (as best seen in Figure 
20). 

17. For claim 55, Nishikawa discloses a sampling system, wherein: the test strip has 
an end edge (the end edge of test strip support 38) and the inlet opening communicates 
with the end edge at a location spaced from the bottom surface (as best seen in Figures 
4 and 12-23). 

18. For claim 56, Nishikawa discloses a sampling system, wherein the test strip 
further includes first and second side edges (the side edges of test strip support 38) 
extending from the end edge, the sealing member extending from the first side edge to 
the second side edge (column 12 lines 6-39). 

Response to Arguments 

1 9. Applicant's arguments filed 02/28/2008 have been fully considered but they are 
not persuasive. Applicant argues the anticipatory rejection of the claims under 
Nishikawa. 

20. Specifically Applicant argues Nishikawa fails to disclose, teach, and/or fairly 
suggest 

• (a) "wherein the sealing member has a surface that is hydrophobic", 

• (b) "wherein the sealing member is deformable upon pressing against the skin", 
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• (c) "wherein the test strip has a recessed surface extending between the inlet 
opening and the bottom surface" and "wherein the recessed surface tapers away 
from the inlet opening to the bottom surface", and 

• (d) wherein at least a portion of the top and bottom surface are hydrophobic to resist 
flow of body fluid along their surface and wherein the recessed surface is 
hydrophobic. 

21 . The Examiner disagrees, maintains the rejection as set forth/reiterated above, 
and notes in response the following: 

22. In response to Applicant's argument that Nishikawa fails to disclose, teach, 
and/or fairly suggest (a) "wherein the sealing member has a surface that is 
hydrophobic", the Examiner notes Nishikawa discloses comprising a variety of elements 
of the test strip of hydrophobic polymers, including polypropylene, polyethylene, and 
polystyrene (positively recited in column 8 line 66 - column 9 line 7), including the first 
and second housings and the body fluid guide (i.e. the sealing member). Nishikawa 
positively recites "Exemplary materials used for the first housing 2 include... 
polypropylene, polyethylene, and polystyrene..." (column 8 line 66 - column 9 line 7), 
"The material used for the second housing may be the same as the one described for 
the first housing 2" (column 9 lines 60-61), and "The body fluid guide 34 may be formed 
from the same material as the second housing 3..." (column 1 1 lines 33-34). 

23. In response to applicant's argument that Nishikawa fails to disclose, teach, 
and/or fairly suggest (b) "wherein the sealing member is deformable upon pressing 
against the skin", a recitation of the intended use of the claimed invention must result in 
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a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. The Examiner notes 
as set forth and reiterated above, the sealing member as disclosed by Nishikawa is 
capable of being deformed upon pressing against the skin. Moreover, the Examiner 
notes that as broadly as structurally claimed Applicant does not appear to define and/or 
limit "a" or "the skin". 

24. In response to Applicant's argument that Nishikawa fails to disclose, teach, 
and/or fairly suggest (c) "wherein the test strip has a recessed surface extending 
between the inlet opening and the bottom surface" and "wherein the recessed surface 
tapers away from the inlet opening to the bottom surface", the Examiner notes 
Nishikawa teaches and shows, as set forth and reiterated above and as broadly as 
structurally claimed, a recessed surface (3a) extending between the inlet opening and 
the bottom surface to inhibit contact of the body fluid on the skin with the bottom surface 
of the test strip (as best seen in Figures 4 and 12-23), wherein the recessed surface 
tapers away from the inlet opening to the bottom surface (as best seen in Figure 4). 

25. In response to Applicant's argument that Nishikawa fails to disclose, teach, 
and/or fairly suggest (d) wherein at least a portion of the top and bottom surface are 
hydrophobic to resist flow of body fluid along their surface and wherein the recessed 
surface is hydrophobic, the Examiner notes Nishikawa discloses comprising a variety of 
elements of the test strip of hydrophobic polymers, including polypropylene, 
polyethylene, and polystyrene (positively recited in column 8 line 66 - column 9 line 7), 
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including the first and second housings and the body fluid guide (i.e. the sealing 
member). Nishikawa positively recites "Exemplary materials used for the first housing 2 
include... polypropylene, polyethylene, and polystyrene..." (column 8 line 66 - column 9 
line 7), "The material used for the second housing may be the same as the one 
described for the first housing 2" (column 9 lines 60-61), and "The body fluid guide 34 
may be formed from the same material as the second housing 3..." (column 11 lines 33- 
34). 

Conclusion 

26. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEFFREY G. HOEKSTRA whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday 8am 
to 5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571)272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J.HJ 

Jeff Hoekstra 
Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



